
321 

Food and Drug Administration, HHS § 26.49 

The parties will endeavor to respond to 
requests for clarification in a timely 
manner. Endorsement remains the re-
sponsibility of the importing party. 

§ 26.43 Transmission of quality system 
evaluation reports. 

Quality system evaluation reports 
covered by § 26.41 concerning products 
covered by this subpart shall be trans-
mitted to the importing party within 
60-calendar days of a request by the im-
porting party. Should a new inspection 
be requested, the time period shall be 
extended by an additional 30-calendar 
days. A party may request a new in-
spection, for cause, identified to the 
other party. If the exporting party can-
not perform an inspection within a 
specified period of time, the importing 
party may perform an inspection on its 
own. 

§ 26.44 Transmission of product eval-
uation reports. 

Transmission of product evaluation 
reports will take place according to the 
importing party’s specified procedures. 

§ 26.45 Monitoring continued equiva-
lence. 

Monitoring activities will be carried 
out in accordance with § 26.69. 

§ 26.46 Listing of additional CAB’s. 

(a) During the operational period, ad-
ditional conformity assessment bodies 
(CAB’s) will be considered for equiva-
lence using the procedures and criteria 
described in §§ 26.36, 26.37, and 26.39, 
taking into account the level of con-
fidence gained in the overall regu-
latory system of the other party. 

(b) Once a designating authority con-
siders that such CAB’s, having under-
gone the procedures of §§ 26.36, 26.37, 
and 26.39, may be determined to be 
equivalent, it will then designate those 
bodies on an annual basis. Such proce-
dures satisfy the procedures of § 26.66(a) 
and (b). 

(c) Following such annual designa-
tions, the procedures for confirmation 
of CAB’s under § 26.66(c) and (d) shall 
apply. 

§ 26.47 Role and composition of the 
Joint Sectoral Committee. 

(a) The Joint Sectoral Committee for 
this subpart is set up to monitor the 
activities under both the transitional 
and operational phases of this subpart. 

(b) The Joint Sectoral Committee 
will be cochaired by a representative of 
the Food and Drug Administration 
(FDA) for the United States and a rep-
resentative of the European Commu-
nity (EC) who will each have one vote. 
Decisions will be taken by unanimous 
consent. 

(c) The Joint Sectoral Committee’s 
functions will include: 

(1) Making a joint assessment of the 
equivalence of conformity assessment 
bodies (CAB’s); 

(2) Developing and maintaining the 
list of equivalent CAB’s, including any 
limitation in terms of their scope of 
activities and communicating the list 
to all authorities and the Joint Com-
mittee described in subpart C of this 
part; 

(3) Providing a forum to discuss 
issues relating to this subpart, includ-
ing concerns that a CAB may no longer 
be equivalent and opportunity to re-
view product coverage; and 

(4) Consideration of the issue of sus-
pension. 

§ 26.48 Harmonization. 

During both the transitional and 
operational phases of this subpart, 
both parties intend to continue to par-
ticipate in the activities of the Global 
Harmonization Task Force (GHTF) and 
utilize the results of those activities to 
the extent possible. Such participation 
involves developing and reviewing doc-
uments developed by the GHTF and 
jointly determining whether they are 
applicable to the implementation of 
this subpart. 

§ 26.49 Regulatory cooperation. 

(a) The parties and authorities shall 
inform and consult with one another, 
as permitted by law, of proposals to in-
troduce new controls or to change ex-
isting technical regulations or inspec-
tion procedures and to provide the op-
portunity to comment on such pro-
posals. 
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